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Yukon@ Choiсe PC. Sirolimus Е|uting сoronary Stent System
Rеf. No.;
YсPс2008 YсPс2208 YсPC2508 YсPс270B YсPсз008 YсPC3508 YсPc4008
YCPC2112 Yс,Pc2.212 YCPс'2512 YСPC2712 YсPсз012 YсPсз512 YсPс4012
YсPс2016 YcPc2216 YсPс2516 YсPс2716 YсPсз016 YсPс3516 YсPс4016
YсPс2c18 YCPo2?18 YсPс2518 YсPс2718 YсPс3018 YсPс3518 YсPс4018
YCPс?1Z1 YcPc2221 YcPc2521 YcPc2т21 YсPсз021 YсPс3521 YсPс4021
YсPс2024 YCP02224 Y0PC?524 YCPC2724 YсPс3024 YсPсз524 YсPс4024
YсPс2028 YсPс222в YсPс2528 усPc2т2B YCPс3028 YсPс3528 YсPс4028
YсPс2032 YCPс2232 YсPс25з2 YcPc27з2 YсPс3032 YсPс35з2 YсPо4032

YcPс274o YсPс3040 YсPс3540 YсPс4040

Ceгtifiсаtе Rеgtstratron Number 17 0з53 QS/NB
iЕс сёriifiсаtе. Full Qua|ity Assuгаnсе Systеm)
17 0354 сN/NB
i ЕC Design.Eхaminatiоп сеrtitiсаtе l

1 023
lТC ZIin
tiidа TomёSe Bati 299

I

Notified Body's No.
Notifiеd Body

Loukу
. 763 o?Z|iп

Czeсh Reрubliс
WWW.itоzlin.сz (г'

*
Vа|idity of this сeгtifiсatе:

,,,f ',,.. 2017-0т.31
tt' 'z\: ;': 

'' i'
i {. --r''t. -.'"-' +-- 1--r \

t-{eLhin gen. 20 1 7-08-02

\

Dr. Boris Behпisсh
Businеss Deve|opment

Тltrs dосument lrаs lо be maintainсrd аt leаsl flve yеагs after t}.lе |аst prоduсtion ol the сoпсеrned produсt wаs асhieved



Ес Deсlarаtion of conformity
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YukonФ сhrorne PG
.Sirolimus Еluting coronary Stent System

Ref. No.:
Т.сlvtc2008Pс T^сгv1G22508Pс т.сьlG25c8Pс т.смG27508Pс
T.сt!tc2012Pс т.сr\{G22512Pс т.сtvlG2s12Pс т.сlvtG275t2Pс
т-смG2016Pс т.сrъ4G22516Pс т.C}"lG2516Pс T.с|vtG27516Pс
т.сlvtc?O18Pс т-сtdG2251EPС т.смG2518Pс т-сtйG27518Pс
т.с.1vtG2021Pс т.сMG22521Pc т"с|',162521Pс т.с.vG27521Pс
т-сli.lc2024Pс т.сtllc22524PC т-cмG2524Pс т-с!!tG27524Pс
тс}JG?028Pс T.с[1G22528Pс T.сlvlG2528PC т.CilnGz75EPс:
т'сI'JG2032Pс т.сMG22532Pc т.сfu!G2532Pс т-сfu|G27532Pс

т-сtv1G27540Pс

Notifiеd Body.s No
Notified Body

Dг. Boгis Behnisсh
Business Development

/\ltGlll
.,5
\_t I

т.сN1G3008Pс т.сМG350BPс т-сr\,lG40D8PC
т.сt'iG3012Pс т.сl'',|G3512Pс т.сMG4012Pс
т-сt*Gз016Pс т-сh'lG35l6Pс т^сt'JtG4016Pс

т.с|vtG30t8Pс т.сN,lG3518Pс т.с)vtG4018Pс
T.сlлG3021Pс т.r.jlrlc3521Pc т'сblG4021Pс.Г.с'\liG3024Pс. 

т.сtviG3524Pс т.сivtG4024Рс
т.сlv1c3028Pс т-смG3528Pс т.Cl"tG4028Pс
т.сfui33032Pс т.сN,|G3532Pс Т.сMG4032Pс
т-сfuЕ3040Pс т"сt\ls3540Pс т.сlY,lG4040Pс

Certifiсаte Reglstration Number 17 0353 QS/NB
(ЕC Ceпifiсаte. FUl| Qua|ity AssuranсL' System)
17 0355 сN/NB
(ЕC oesign.Exаmination Cегtifiсаtе)

1023
lТC Zlin
ttida TomёSe Bati 299
Louky
763 02 Zlin
Czeсh Republiс

Validity of this сеilifiсаte: 
www.itсzlin.сz

"l-'\ j

2017-07-31
. +.L-,.* t;'
ngёn,?0t7.0s.02

Еriо Kumpa
Мanаgеr QА/RА

lVers.2014/011

- 2022-07-30

Thts doсumеnt has to b€ rnаintаinвd at lеаst live yеаrs aftеr the lasi plоduсtiсln of lhe сoncеrrtеd produоl wаs асhievеd.
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N, l n с.,
tiidа ТomASe Bаti 299. Louky' 76з 0? Zlin, Czeсh Repub|iс

ЕC Dеsig n.Еxaгn ination Оeгtifiсate
No. 17 0354 CN/NB

issued foг manufaсtureг

Тransluminа GmbH
Neue Rоttenburger Strasse 50, 72379 HeсhingёП, Germany

in aссoгdаnсr wtth геquiгеmеnts оf

Direсtive 93I42/EЕG
oп mediсal deviсes, Anneх ll (4)

fоr the folIowing pгоduсt оatеgory(ies):

Sirolimus Е|utiпg Coronаry Stent System

Тhе Nоtified Body Nо. 1023 has peгfoгmed an exаmination of thе design dossiеr rеlating
to deviсеs / dev[се сategoгies in aссordanсе with MDD Annеx Il. Тhe dеsign of thе
deviсes оonfoгms to lhe гequirеments of this Direсtive. For maгketiпg of thеsе pгoduсts an
additional Annех |l ехсluding Sесtion 4 сeгtrfiсаte is required.

Vаlid from: 2017.07 -З1
Vаlid until: 2022.07-30
Fiгst lssued: 2u7.a7.З1
Revision: -

Dаte, 2017-07-31

Раge 1/1
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Notified Body 1023
]NsтlтUтЕ FoR тЕsтlNG AND сЕRт|FlсAТloN, lпс.,

tiidа Тonr6Sе Bati 299, Loukу. 763 02 Z|in, Czech Republiс

AnneХ to ЕC Ceгtifiсate No. 17 0353 QS/NB
issued foг mаnufаоturer:

Translumina GmbH
Neue Rottenburger Strasse 50, т2379 Heсhin9eП, Germany

Produсt(s}:

Nаme:
Tгаde name(s):
Model(s):

Class:
GMDN:

Name:
Trade name(s):

Model(s):

clаss:
GMDN:

Date: 2017-07-31
Rеvision: .

Sirolimus Еluting сoronary Stent System
Yukon@ Choiсе PC
SV small vessel version (2,0-2,Smm)

. MV mеdium vessеl version (2,754,0mm)
lП

5877 1

Sirolimus Еluting Coronаry Stent System
Yukon@ Chrome PC
SV small vessel vегsion (2,0-2,5mm)

MV mеdium vessel version (2,75.4,Omm)
lШ

5877 1

t

\
,г .\./с' I lt \

!l\.-ll\\\ .\-_

fr')

Reрresentative of the Notifiеd Body No. 1023

Page 1/3



IT
Notified BodY 1023

lNsтlтUтЕ FoR тЕsтlt-tc AND сЁRтlFlсAт|oN, lnс.,
tiida Тom6Ёe Bati 299. Louky. 763 02 Z|1n, Czech Rеpubliс

AnneХ to ЕC Ceгtifiсate Nо, 17 0353 QS/NB
issued for manufaсtuгer:

Тranslumina GmbH
Nеue Rottenburger Strasse 50, 72379 Heсhin9gП, Germany

Еaсilitv{ieg}:

Тranslumina GmbH
Address:
Neuе Rottеnburger Strasse 50,т2379 Heсhingеп, Geгmaпy

Lоtzenaeсker 11 ,723т9, Hесhingen, Gеrmany
Lоtzenaeоker 3, 72379 Heсhingen. Gеrmany

Dаte: 2017.07-31
Revision: -

/^

t
i.Ъ

RNDг' k

Representalive of the Notifird вody No. 1023

PаgЬ 2/3



Notified Bоdy 1023
tNsтlтUтE FoR тЕsт|NG AND сЕRтlFlсAтloN, lnс.,

tiidа Tomaёе Bаti 299. Louky,763a2 Zlin, Czeсh Republiс

Annex to Eс Cегtifiсatе No. 17 0353 QS/NB
issuеd for mаnufacturer:

Тrаnslumiпa GmbН
Neue Rottеnburger Strasse 50, 72379 HeсhingeП, Germаny

Certifiоate Historv:

Revision Datв Referenсe
Number

Action

201т'a7 $1 803602400 Certifiсation

Date:2017-07-31
Revision: -

,\
RND

Repгеseпtаtivе of the Nоtified Body No' 1023

Page 3/3
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Notified Bоdy 1023

'.l}".ТL'"Y,'*."ъ:г,''.,:IHii}.Ч;'}I['31l.fl l;li,".;.

AnneХ to Ес Dеsign-Ехamination Cегtifiсatе

No. 17 0355 сN/NB
issued foг mаnufасturer.

Тranslumina GпrbH
Neue Rottenburger Strasse 50, 72379 Heсhingen, Germany

Produсt:

. L,4
\--'

RNDr. Radomir ёevelik
Rеpresеntativе of the Notified Body No. ,l023

Nаme:
Trаde name(s}:
Model(s):

Class:
GMDN:

Dаte: 2017.О7'31
Revision.-

Siro|imus Е|uting Corоnary Stent System
Yukoп@ Chгome PC
SV sгna|| vessеl verston (2,0.2,Smm)
MV medium vessel veгsioп (2,75-4,Omm)
See below the refeгenсe numbeгs
lil
5877 1

\

Pаge 1/3
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Notifiеd Body 1023

..i},'ТlнJ*."ъ:г,',.,:IHi#t',?i}I[,3l"'J,?l;l1,i;.

Annex to Ес Design-Еxamination Ceгtifiсate

No. 17 0355 сN/NB
issued fог manufаоturer:

Тranslumina GmbH
Neue Rottenburger Strasse 50,72379 Heсhingen, Germаny

Ref.erenсe numbers:
т.сMG2008Pс Т.ОNlG225OBPс

т.CIиG22512Pс

T.сt.l4G250BPс T.civlG2750BPс iт.сMG3008Pс T-сМG3508Pс т.сFJG400BPс !

т.сt!,lG2012Pс T.CMG2512Pс T.сlvtc27512Pс !т.смсз0lzрс т.clЙG3512Pс т.сt'JG4012Pс l

Т.с[4G2016Pс Т.Сt!1G22516Pс т-сr\4G2516Pc т.сl,1G275l6Pс т.сtЙG3016Pс г.cl.,lG3516Pс т-сMG4016Pо

т-cN4G20,18Pс T.сMG22518Pс т.сtиG2518Pc т-с]\4G27518Pс T-сп4G3018Pс г.сMG351BPс т.с[{G4018Pс

T-сt'4G2021Pс T.сt\4G22521Pс т.сlЙG2521Pc lт-сl',lG27521Pс т.сMG3021Pс т.сtv|G3521Pс т.сМG4021Pс

T.Оl.JG2024Pс Т.(]}'4G2252.{Pc Т.Сп.'lG2524Pс T.сtv,tc27524Pc т.сMG3024Pс т.Cl'4G3524Pс т-сlnc4024Pс

Т.CMG202BPс Т.сг'iG2252BPс T.сfulG252BРс T.смG2752BPc Т.cNlG302BPc Т.CMG352BPс т.сtvlG4028Pс

Т-cr'{G2032Pс T-сMG22532Pс T-смG2532Pс т.оMG27532Pс т.сМG3032Pс т.сMG3532Pc т.сr!4G4032Pс

т.сt\4G27540Pc т.сMG3040PC г.сtlilG3540Pс т.сN4G4040Pс

Datе: 2u7-a741
Revision:-

"" r' i ..'^'
i

.,L t;^-х .-.{\.
i

RNDr. Radomir ёevёliк
Representative ot the Notified Body No. 1023

Page 2/3
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Notifiеd Body 1023

*.l}"*ТL'#l:ъ:г,''.лIi?#&;iж['31'J.H;ll,h.

Annex to ЕC Design.Еxamination Ceгtifiсate

No. 17 0355 CN/NB
issued for mаnufасturer:

Тrans|umina GmbH
Neue Rоttenburger Strasse 50' 72379 Heсhingen, Germany

Certifiсаte Historv:

I

Dаtе Referenсe i

Number

?.ЩZ-0Z..-3l l возо0zд0g Certifiсatioп

Dаte: 2a17.07.31
Rеvisioп..

' il
l// : ::' {, .,{.i\ i l 

-Х.l'jх** 
...."{.j.-'.',)х

RNDr. наoomir ёеvellk
Rеpгesеntаtive of the Nоtified Body Nо. 1023

Page 3/3
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Notified Body 1023

*Н,=;L'#J*:ъ:гJfi:IH?#tР,:5}]i[.3fJ^"i;ll,h.

Annex to Ес Design-ЕХaminatiоn Ceгtifiсate

No.17 0З54 сN/NB
issuеd for mаnufaсturеr:

Тranslumina GmbН
Neue Rottenburger Strasse 50, 72379 Heсhingen, Geгmany

Produсt:

Namе:
Trаde паme{s}:
Model(s):

Clаss:
GTUIDN:

Dаte: 2017.07-31
Revision:-

Sirotimus Еluting coronary Stent System
. Yukon@ Chоiсе PC

SV small vessе| version (2'0.2,5mm)
МV mеdium vessel version {2,75.4'0mm)
See bеlow the referenоe numbers
шl

5877 1

Repгesentаtive of the Notified Body No. 1023

Pagе 1/3



Notifiеd Body 1023

,.l}"'ТL''u,'*:ъ:гJ,ТI.Л,?f )&:;}ll['31'..;iьll'h.

AnnrХ to ЕC Dеsign-Examination Ceгtifiсatе

No. 17 0354 сN/NB
lssued for mаnufaоtuгег:

Тrans|uminа GmbH
Neue Rottenburger Strasse 50, т23т9 Heсhingen, Germany

Referenсe numbeгs:

YсPC2208 YCPс3008

YсPс2012 YCPC2212

YсPс2016 YсPс2216 сPс2516
:YсPс2018 YCPс221 8

iYCPC2O21 iYСPC2221 YсPс2721

iYCPC2O24 iYсPc2224 YCPC2524 усpczlzц YCPс3024

YCPс2728 ;YсPс302slyсрсzоzв iYCPC222B

YCPс2032 iYCPC22З2 YсPс2532 YсPс2732

YсPс3040 YсPс3540 YCPс4040

Datе: 2017-07-31
Revision:- 1023

Page 2/3

YсPс2008 сPс350s iYсPс400s
YсPс2512 |YсPс2712 YсPс3012 YсPс4012

YсPс2716

YсPс2518 lYсPс2718

YсPс3016 YсPс3516 lYсPс4016

YсPс3018 YсPсз51 8 YсPс4018

YсPC2521 YсPс3521

YсPс2528 YсPс3528
YсPс4032



lТФ
Notified Body 1023

..i}"'ТL'#Jsъ:г,','лIHif }.",t;х[.3*T^"i;l,i,i"

Annex to Ес Design-Examination Ceгtifiсatе

No. 17 0354 сN1NB
issuеd for manufасturer:

Translumina GmbH
Neue Rottenburger Strаsse 50,72379 Heсhingen, Germаny

Certifiсаte Histоrv.:

Dare: 2017-07-31
Rеvision:.

-ii ...: , t ;?''. Iir'^. ,: i i l't fi-&^r-'i$4
RNDr. Radornir ёeveli(

Representative of the Notified Body No. 1023

Page 3/3

2017-07-31



Р DЕKRA

Your ref.

our ref. 222271з-тсP.R1
Tel. +31 88 96 83 009

Fax +31 88 96 83 100

Е.mаil mediсal.n|@dekга.сom

Arnhem, 27 February 2018

Subjeсt:

Certif.iсation status

To Whom It May Conсern,

DEKRA Ceгtifiсation, in its сapaсity of Notified Body for Mediсal Deviсes, dec]ares, based on

the results of thе inspeсtion and assessment aсtivities performed, in referеnсe to the Teсhniсal
Cooperation Progrаmme on Еxсhange of Mediсal Deviсe GMP and lSo 13485 Audit Reports

between ЕU AlMD/MDD/IVDD Notified Body Partners and R.o.C. ТFDA Authorized Mediсal
Deviсe GMP Auditing organizations (TCP)' the following:

Тhe most reсent audit DЕKRA Certifiсation Notified Body peгformed at translumina GmbH
faсilitiеs was pefformed on 28-30 November 2018. The sсope of the audit was Ceгtifiсation

audit TCP Audit in aссordance with Clients QMS and lSo 13485.2003 (RvA aссredited) /

R.o.C. ТCP program. The rеsults of the assessment are doсumented in 2222713-AR01-R.l ,

issued on 27 February 2018.

Тhe lSo сertifiсate 2222713 bears the fоllowing sсope:

Design, development, manufaсturing and distribution of сatheters and stеnt systems foг 
- 

''
сardiology аnd radiotogy j- :

ir-

DEKRA Certifiсation B.V. Meandеr .t051, 6825 MJ Arnhem P.o. Box 5.t85, 6802 ЕD Arnhem The Nether|апds
-T +3.| 88 96 83 009 F +31 88 96 83 100 lnediсаl.n|@dekrа.сom www'dekra-сегtifiсаtion.сom

Registerеd Arnhem 09085396

translumina GmbH
Neue Rottenburger StraBe 50
72379 Heсhingen
Germany



2222713-TсP.R1

lt сovers the following produсts sold by translumina GmbH in R.o.C., through:

Hsin Tung Мediсal Co., Ltd.

7F., No. 180, Seс. 6

Zhongxiao Е. Rd., Nangang Dist.

Taipei City I 15

Taiwan

Produсt Group: Coronaгv Stent

Yukon@ CC (bare metal stent, CoCr)
Yukon@ Choiсe 4 (bare metal stent, stainless steel thin struts)

Produсt Group: PТCA Catheters
Cathy No. 4

Тhе DEKRA Certifiсation B.V. approved produсtion loсation:
translumina GmbH
Neue Rottenburger StraBe 50

72379 Heсhingen
Germany

Тhe above referenсed doсuments are all valid doсuments, issued by DЕKRA Ceгtifiсation

Notified Body.

With kind regards,

DEKRA Ceгtifi сation B.V.
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ing. A.A.M. Laan

Certifiсation Manager Mediсal Deviсes

DЕKRA Certifiсation B.V. Meander .t051 
, 6825 MJ Arnhem P.o. Box 5185, 6802 ЕD Агnhem The Netherlаnds

T +31 88 96 83 0o9 F +31 88 96 83 100 mediса|.nI@dеkrа.сom www.dekгa.ceгtification.com

Registered Arnhem 09085396
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GERтlFIGATЕ
Numbei: 2222713

Тhe management system of:

translumina GmbH
Neue Roftenburger StraRe 50
72379 Heсhingen
Germany

inсluding the implementation meets the гequirements of the standard:

ISO 13485:200

1,Maiсh. 2 019'',..,',.,,.Certifiсate expiry date:
Certifiсate effeсtive date:
Certified sinсe:

DEKRA Certifiсation B.V.

7 Febrriary',2o1в'.,,.
7 FeЫruary 20;18.

drs. G.J. Zoetbrood
Мanaging Direсtor

@ lntegral publiсation of this сertifiсаte and adjoining reports is allowed
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DEKRA Cert]fiсation B.V. Meander 1051, 6825 MJ Arnhem P.o. Box 5185' 6802 ЕD Arnhem, The Netherlands
т +31 88 96 83000 F +31 88 96 83100 wwvl.dekrасertifiсаtion.сom Company registгation 09085396

ing. A.A.M. Laan
Certifiсation Manager


